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(1) Provides consultation on all as-
pects of the provision of pharmacy
services in the facility;

(2) Establishes a system of records of
receipt and disposition of all controlled
drugs in sufficient detail to enable an
accurate reconciliation; and

(3) Determines that drug records are
in order and that an account of all con-
trolled drugs is maintained and peri-
odically reconciled.

(c) Drug regimen review. (1) The drug
regimen of each resident must be re-
viewed at least once a month by a li-
censed pharmacist.

(2) The pharmacist must report any
irregularities to the attending physi-
cian and the director of nursing, and
these reports must be acted upon.

(d) Labeling of drugs and biologicals.
Drugs and biologicals used in the facil-
ity must be labeled in accordance with
currently accepted professional prin-
ciples, and include the appropriate ac-
cessory and cautionary instructions,
and the expiration date when applica-
ble.

(e) Storage of drugs and biologicals.

(1) In accordance with State and Fed-
eral laws, the facility must store all
drugs and biologicals in locked com-
partments under proper temperature
controls, and permit only authorized
personnel to have access to the keys.

(2) The facility must provide sepa-
rately locked, permanently affixed
compartments for storage of controlled
drugs listed in Schedule Il of the Com-
prehensive Drug Abuse Prevention and
Control Act of 1976 and other drugs
subject to abuse, except when the facil-
ity uses single unit package drug dis-
tribution systems in which the quan-
tity stored is minimal and a missing
dose can be readily detected.

[56 FR 48875, Sept. 26, 1991, as amended at 57
FR 43925, Sept. 23, 1992]

§483.65 Infection control.

The facility must establish and main-
tain an infection control program de-
signed to provide a safe, sanitary, and
comfortable environment and to help
prevent the development and trans-
mission of disease and infection.

(a) Infection control program. The fa-
cility must establish an infection con-
trol program under which it—

§483.70

(1) Investigates, controls, and pre-
vents infections in the facility;

(2) Decides what procedures, such as
isolation, should be applied to an indi-
vidual resident; and

(3) Maintains a record of incidents
and corrective actions related to infec-
tions.

(b) Preventing spread of infection. (1)
When the infection control program de-
termines that a resident needs isola-
tion to prevent the spread of infection,
the facility must isolate the resident.

(2) The facility must prohibit em-
ployees with a communicable disease
or infected skin lesions from direct
contact with residents or their food, if
direct contact will transmit the dis-
ease.

(3) The facility must require staff to
wash their hands after each direct resi-
dent contact for which handwashing is
indicated by accepted professional
practice.

(c) Linens. Personnel must handle,
store, process, and transport linens so
as to prevent the spread of infection.

[56 FR 48876, Sept. 26, 1991, as amended at 57
FR 43925, Sept. 23, 1992]

§483.70 Physical environment.

The facility must be designed, con-
structed, equipped, and maintained to
protect the health and safety of resi-
dents, personnel and the public.

(a) Life safety from fire.

(1) Except as otherwise provided in
this section—

(i) The facility must meet the appli-
cable provisions of the 2000 edition of
the Life Safety Code of the National
Fire Protection Association. The Di-
rector of the Office of the Federal Reg-
ister has approved the NFPA 101® 2000
edition of the Life Safety Code, issued
January 14, 2000, for incorporation by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. A copy of the
Code is available for inspection at the
CMS Information Resource Center, 7500
Security Boulevard, Baltimore, MD or
at the National Archives and Records
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030, or go
to: http://lwww.archives.gov/
federal register/
code of federal regulations/
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